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A request for continued examination under 37 CFR 1.114, 
including the fee set forth in 37 CFR 1.17(e), was filed in this 
application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the 
fee set forth in 37 CFR 1.17(e) has been timely paid, the 
finality of the previous Office action has been withdrawn 
pursuant to 37 CFR 1.114. Applicant's submission filed on Jan. 
8, 2007 has been entered. 

The following is a quotation of the first paragraph of 35 

U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 15-20 and 27-29 are rejected under 35 U.S.C. 112, 
first paragraph, as failing to comply with the enablement 
requirement. ' The claim (s) contains subject matter which was not 
described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and/or use the invention. It is 
unclear what "Such shapes may include, for example, wedge or U- 
shaped filaments that collapse at the skin, then expand at deep 
tissue planes for visualization and working space." (page 15, 
lines 7-9) means. For example, does this mean that the shape 
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may include a plurality of inflatable filaments instead of a 
single balloon similar to the inflatable filaments described on 
page 22, lines 18-21? Or does it mean that the shape may 
include a plurality of non- inflatable filaments instead of a 
single balloon similar to the non- inflatable filaments described 
on page 22, lines 13-18? Or does it mean that the structure may 
still be a single balloon with a plurality of filaments embedded 
within the wall of the balloon. Or does it mean that the 
structure may still be a single balloon with a plurality of 
filaments within the cavity of the balloon but not attached 
thereto? Or does it mean that the structure may still be a 
single balloon with a plurality of filaments attached to the 
outside of the balloon? Or does it mean that the structure may 
still be a. single balloon with a plurality of filaments embedded 
within the wall of the balloon, such that the balloon has smooth 
inner and outer surfaces? Or does it mean that the structure 
may still be a single balloon with a plurality of filaments 
embedded within the wall of the balloon, such that the balloon 
has ridges or ribs in inner and outer surfaces corresponding to 
the location of the filaments? Further, what makes the 
filaments expand? Further, how can a filament be wedge-shaped 
since a wedge is usually a three dimensional object (with 
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significant width to perform the wedging action) while a 
filament is a thin strand with very little width? 

Claims 15-20 and 27-29 are rejected under 35 U.S.C. 112, 
first paragraph, as failing to comply with the written 
description requirement. The claim (s) contains subject matter 
which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the 
inventor (s), at the time the application was filed, had 
possession of the claimed invention. There is no basis in the 
original disclosure for the limitations in claim 15, lines 6-7 
that the filaments are within an interior of the bladder and 
define at least in part its shape. 

Claims 15-20 and 27-29 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. The scope of the 
claims is unclear for the reasons set forth above. 

Claims 15-20 and 27-29 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Sheldon (3,417,745) in view of 
Grayzel (4,796,629). Sheldon, in figure 3, discloses shaft 56 
and inflatable bladder 57 which has an eccentric shape upon 
inflation and cannula 5. Alternatively, the inflatable bladder 

i 

57 in figure 4 has the shape of a wedge since it tapers in the 
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proximal direction. The Sheldon bladder, when inflated and 
axially moved with respect to the cannula, is inherently capable 
of separating adjacent layers of tissue since the bladder is 
made of the very strong inelastic material of Mylar (col. 8, 
lines 55-58) and is filled with a substantially non-compressible 
material which is liquid (the fluid in the phrase ''fluid or gas" 
referred to in col. 8, line 68) which is substantially non- 
compressible. Cannula 5 has an opening at a proximal end 
portion, an opening at a distal end portion and defining a 
passage ''therethrough" when it is expanded as described in col. 
3, lines 19-36. Sheldon fails to disclose a plurality of 
filaments within an interior of the inflatable bladder. 
However, Grayzel teaches that a plurality of filaments 860 
should be disposed within an interior of an inflatable bladder 
842 (which is used inside the body to separate tissues) in order 
to obtain the advantage of reinforcing it and thus preventing 
its ripping or rupture (col. 5, lines 43-54). It would have 
been obvious to include a plurality of filaments in the Sheldon 
bladder so that it too would have this advantage . As to claim 
16, Mylar (col. 8, lines 55-58) does not stretch when fully 
inflated. As to claim 19, shaft 56 is rigidified when attached 
to rigid shaft 2 (col. 2, lines 39-40 and 60-63) . As to claims 
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27 and 28, each Grayzel filament 860 is U-shaped and wedge 
shaped in its the lower half. 

Claims 15-20 and 27-29 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Froning (3,875,595) in view of 
Grayzel (4,796,629). Froning discloses shaft 47, 48, inflatable 
bladder 46 which has an eccentric shape upon inflation (since 
the portion on one side of the longitudinal axis of shaft 47, 48 
is larger than the portion on the other side of the longitudinal 
axis) and cannula 31. The Froning bladder, when inflated and 
axially moved with respect to the cannula, is inherently capable 
of separating adjacent layers of tissue since the bladder is 
made of material which is sufficiently strong to hold fluid 
under pressure (col. 3, lines 17-21) and is filled with a 
substantially non- compressible material (the water described in 
col. 3, lines 17-21). Froning fails to disclose a plurality of 
filaments within an interior of the inflatable bladder. 
However, Grayzel teaches that a plurality of filaments 860 
should be disposed within an interior of an inflatable bladder 
842 (which is used inside the body to separate tissues) in order 
to obtain the advantage of reinforcing it and thus preventing 
its ripping or rupture, (col. 5, lines 43-54). It would have 
been obvious to include a plurality of filaments in the Froning 
bladder so that it too would have this advantage. As to claim 
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16, stretching of bladder 46 will be finished when it is fully 
inflated. As to claim 19, portion 48 of the shaft is rigid. 

The prior art made of record and not relied upon is 
considered pertinent to applicant's disclosure. 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Michael 
Thaler whose telephone number is (571) 272-4704. The examiner 
can normally be reached Monday to Friday. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Anhtuan T. Nguyen can 
be reached on (571) 272-4963. The fax phone number for the 
organization where this application or proceeding is assigned is 

(571) 273-8300. 
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